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IntemationHl^plication No. 

PGT/JP2003/007950 



I. Basis of the report 



I. With regard to the elements of the international application:* 
the international application as originally filed 

the description: 
pages 

pages 



□ 



, as originally filed 

» filed with the demand 



, filed with the letter of 



I I the claims: 



pages 



, as originally filed 

, as amended (together with any statement under Article 19 
, filed with the demand 



□ 



_ , filed with the letter of 



the drawings: 
pages 



pages 



, as originally filed 

_ , filed with the demand 



I I the sequence listing part of the description: 
pages 



. , filed with the letter of 



pages 



. , filed with the letter of 



, as originally filed 

_ , filed with tiie demand 



With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the mtemational application was filed, unless otherwise indicated under this item. 

These elements were available or fiimished to this Authority in the following language which is: 

[Z. the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
I — the language of publication of the international application (under Rule 48.3(b)). 

n the language of the translation furnished for the purposes of international preliminaiy examination (under Rule 55 2 and/ 
or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preluninaiy exammation was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

O filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

O Tlie statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

n The statement that the uifonnation recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



□ 



The amendments have resulted in the cancellation of: 

□ 

the description, pages 

□ 

the claims^ Nos. 

□ 

the drawings, sheets/fig. 



5. rU 7^ ^'*?'* established as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

♦ Replacement sheets which have been Jumished to the receiving Office in response to an invitation under Article 14 are referred to 
Zid 70J7) ^ ^''^Stnally filed" and are not annexed to this report since they do not contain amendments (Rule 7J0J6 

* Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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IV. Lack of unity of invention 


1 . In response to the invitation to restrict or pay additional fees the applicant has: 




1 1 restricted the claims. 




1 1 paid additional fees. 




[m paid additional fees under protest 




1^ neither restricted nor paid additional fees. 





I I This Authorih^ found that the requirement of unity of invention is not complied witfi and chose, according to Rule 68.1, 
I — I not to mvite the applicant to restrict or pay additional fees. 



3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 
complied with. 

1^ not complied with for the following reasons: 



SEE SUPPLEMENTAL SHEET 



4. Consequently, the following parts of the mtemational application were the subject of international preliminary examination 
in establishing this report: 

IXI all parts. 

□ 

the parts relating to claims Nos. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Continuation of: IV . 3 



Claims 1-36 include at least the following special 
technical features : 

a physiologically active substance; 
an acid or a base; and 
a biodegradable polymer, 

However, claim 37 does not include a special technical 
feature pertaining to a solution that comprises a 
biodegradable polymer. 

Preparations corresponding to sustained- release 
preparations which are configured from a physiologically 
active substance and an aqueous solution comprising an 
amount of acid that is at least approximately 1.5 times 
the amount of the physiologically active substance in 
terms of moles are well known as disclosed in, for 
example, the following documents cited in the 
international search report : 

• EP 505966 Al (Hoechst AG), 30 September 1992, entire 
document, especially claims 1, 4 and 5(d); page 2, line 
51; and Beispiel 1, & AU 9213109 B & JP 5-70363 A; 

• WO 01/5379 Al (Samyang Corp,), 25 January 2001, entire 
document, especially examples 22 and 27, & AU 
2000/60247 B & EP 1196149 Al & JP 2003-504393 A & US 
6599519 A; 

• JP 2000-143533 A (Asahi Chemical Ind, Co., Ltd.), 23 
May 2000, entire document, especially example 1 and 
reference example 5, (Family: none) ; 

• WO 93/24150 Al (Zeneca Ltd.), 09 December 1993, entire 
document, especially page 3, lines 29-30 and example 1, 
& FR 2691631 Al & AU 9340847 B & GB 2282066 A & JP 8- 
501064 A & US 5889110 A & US 6034175 A & US 2002/198315 
A; and 
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• JP 11-116499 A (Asahi Chemical Ind. Co., Ltd.), 27 

April 1999, entire document, especially page 2, column 
2, paragraph [0006] ; examples 1 and 4; and reference 
example 3, (Family: none) ; 

therefore, claims 1-36 and claim 37 cannot be said to 

have a special technical feature in common. 

Consequently, the inventions that are set forth in 

claims 1-37 cannot be considered to be so linked as to 

form a single general inventive concept . 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 

Novell (N) 

Inventive step (IS) 
Industrial applicability (lA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-7, 9-37 



1-37 



1-37 



YES 
NO 
YES 
NO 

YES 
NO 



Document 2 : 



Document 3 



2. Citations and explanations 

Document 1: WO 93/24150 Al (Zeneca Ltd.), 09 December , 
1993, entire document, especially page 3, 
lines 29-30 and example 1, & FR 2691631 Al & 
AU 9340847 B & GB 2282066 A & JP 8-501064 A 
& US 5889110 A & US 6034175 A & US 
2002/198315 A 

EP 505966 Al (Hoechst AG) , 30 September 
1992, entire document, especially claims 1, 
4 and 5(d); page 2, line 51; and Beispiel 1, 
& AU 9213109 B & JP 5-70363 A 

WO 01/5379 Al (Samyang Corp.), 25 January 
2001, entire document, especially examples 
22 and 27, & AU 2000/60247 B & EP 1196149 Al 
& JP 2003-504393 A & US 6599519 A 
EP 761213 A2 (Takeda Chem. Ind. , Ltd.), 12 
March 1997, entire document, especially page 
10, lines 23-25 and example 1, & CA 2184654 
Al & JP 9-132524 A & US 6045830 A 
EP 586238 A2 (Takeda Chem. Ind., Ltd.), 09 
March 1994, entire document, especially page 
5, lines 49-51 and reference examples 5, 7 
and 9, & CA 2105374 Al & JP 6-192068 A & US 
5575987 A & US 5716640 A 
EP 781548 A2 (Takeda Chem. Ind., Ltd.), 02 



Document 4 



Document 5 ; 



Document 6 
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Document 7 : 



Document 8 



Document 9 : 



Document 10 



Document 11: 



July 1997, entire document, especially the 
examples, & CA 2192773 Al & JP 9-221417 A 
EP 839525 Al (Takeda Chem. Ind., Ltd.), 06 
May 1998, entire document, especially page 
10, lines 25-33 and the examples, & CA 
2219698 Al & JP 10-82496 A & US 6113943 A 
WO 01/83594 Al (Tanabe Seiyaku Co.), 08 
November 2001, entire document, especially 
claim 7; page 21, lines 10-14; and example 
13; & AU 2001/52588 B & EP 1277787 Al 
WO 00/40259 Al (Dong Kook Pharm. Co., Ltd.), 
13 July 2000, & JP 2002-534392 A 
WO 00/33809 Al (Mediolanum Farm Spa) , 15 
June 2000, & AU 2000/19711 B & EP 1137400 Al 
& JP 2002-531486 A 

EP 779072 Al (Takeda Chem. Ind., Ltd.), 18 
June 1997, & CA 2192782 Al & JP 9-221418 A & 
US 5851451 A & US 6036976 A & JP 2001-252552 
A 



(The abovementioned documents are all cited in the 
international search report.) 

(1) 

The inventions that are set forth in claims 1-7 and 
9-3 7 are disclosed in document 1; therefore, they lack 
novelty and do not involve an inventive step. 

In addition, document 1 indicates that it is 
possible to use leuprorelin as the physiologically active 
component; therefore, claim 8 does not involve an 
inventive step in the light of document 1. 



(1-2) 

Documents 2 and 3 disclose medicinal compositions 
that exhibit a heightened sustained-release 
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characteristic, endurance characteristic and the like, 
which are obtained by mixing a physiologically active 
substance such as a peptide or a protein with a 
biodegradable polymer and a solution comprising an amount 
of an acetic acid component (acetic acid or glacial acetic 
acid) that is considered to be at least approximately 1.5 
times the amount of said physiologically active siibstance 
in terms of moles, and then drying the mixture. 
Consequently, claims 1-6 and 9-37 lack novelty and do not 
involve an inventive step in the light of document 2 or 
document 3 . 

In addition, documents 2 and 3 indicate that it is 
possible to use leuprorelin as the physiologically active 
component; therefore, claims 7 and 8 do not involve an 
inventive step in the light of document 2 or document 3 . 



The technical feature of incorporating an acid such 
as acetic acid as a pH regulator in order to enhance the 
stability, solubility or the like of a medicinal component 
when preparing a medicinal composition wherein the 
medicinal component is encased within a polymer in order 
to heighten the sustained-release characteristic or the 
like of said medicinal component is well known, as 
disclosed in documents 4-8. In addition, documents 4-8 
also indicate that it is possible to use leuprorelin as 
the medicinal component; therefore, it would be easy for a 
person skilled in the art to attempt to apply the *« 
abovementioned technical feature when preparing a 
medicinal composition comprising a biodegradable polymer, 
which is similar to those that are disclosed in documents 
4-8, using a LH-RH derivative such as those disclosed in 
documents 9-11 as a physiologically active component. 
Furthermore, it is within the scope of the common creative 
abilities of a person skilled in the art to determine the 
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amount of acid that is necessary in order to optimize the 
abovementioned stability, solubility or the like, at that 
time . 

Consequently, claims 1-37 do not involve an 
inventive step in the light of documents 6-13 • 
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VL Certain documents cited 



1 . Certain published documents (Rule 70. 10) 



Application No. 
Patent No. 



WO 03/2092 A2[E,;g 
WO 03/2091 A2[E,X] 
WO 03/15820 Al [E.X] 
JP 2003-171264 A [E.X] 
WO 03/13609 Al [E,X] 
WO 02/74340 Al [E,X] 
JP 03-252751 A [E.X] 



Publication date 
(day/monthfyear) 

09 January 2003 (09.01.2003} 
09 January 2003 (09.01.2003) 
27 February 2003 (27.02^003) 

17 June 2003 (17.06.2003) 
20 February 2003 (20.02.2003) 
26 September 2002 (26.09.2002) 
10 September 2003 (10.09.2003) 



Filing date 
. (day/monthfyear) 



28 June 2002 (28.06.2002) 
28 June 2002 (28.06.2002) 
08 August 2002 (08.08.2002) 
07 December 2001 (07.12^001) 
01 August 2002 (01.08.2002) 
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Priority date (valid claim) 
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